
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockvqille MD 20850

JUL 25 ZO0b
ASP p'llastics Plty Limited
C/O lDr. Albert Reg(o
Scientific Consultant
2700 L~a P~az Road, Suite 314
Mission Viejo, California 92691

Re: K060037
Trade/Device Name: ASP l-lealthCare FITPACK~k& PRODUCT LINE
Regulation Numiber: 880.5570
Regulation Name: H-ypodermie Single Lumnen Needle
Regulatory Class: 11
lproduct Code: MIMK
Dated: June 30. 2006
Received: July 5. 2006

Dear Dr. Rego:

We have reviewed your Section 510(k) pirenariet notilication of intent to mnarket the device
referenced above and have determined the device is substantially equivalent (for the.
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28. 1 976, the enactment date of the Medical Device
Amiendmenrts. or to devices that hav e been reclassified in accordance with the provisions of
the Federal Food, Drug. and Cosmnetic Act (Act) that do not require approval of a prernarket
approval application (P1MA). You mnay. therefore, market the device, subject to the general
controls prvsoso h c.Te-nrlcntrols provisions of the Act include
requirements for annual registration. listing of devices. good manufacturing practice,
l abelIi ng. and prohibit ions against misbranding and adulteration.

If y'our device is classified (see abov e) i vto either class 1I (Special Controls) or class Ill
(PMNIA). iti ma\ be Subject to Such aIdditional controls. ILxi sting major regul_1ations altecting

\'OLtir device canl be 1Lund in the (ode of Federal Regulations. T~itle 21 . Parts 800 to 898. In
aIddition.~FD 12 l;\ma publish further1C annIounFcement~s concerning your device in the Federal
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Please be advised that FDA's issuance of a substantial equivalence determination does not

mean that FDA has made a determination that your device complies with other requirements

of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration

and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice

requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if

applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a

legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),

please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation

entitled, "Misbranding by reference to premarket notification" (21CCFR Part 807.97). You

may obtain other general information on your responsibilities under the Act firom the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free

number (800) 638-2041 or (301) 443-6597 or at its Internet address

tn://x wX .tfla. ov/cdrh/industry/support/index.html.

Sincerely yours.

iu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological 11calth

Enclosure



Indications for Use

510(k) NUmber (ifknown): -K060037

Device Name: ASP I lealthCare FITPACK(R)PRODUCT LINE

Indications for Use:

The Fitpack® DS-128 and DS-130 Fit Tank Products are intended to be used for the
collection, transportation and disposal of hypodermic needles and syringes in health
care areas, home care environment and any other area requiring the use of sharps
containers for the collection, transportation and disposal of used hypodermic needles
and syringes.

The Fitpack® DS-047 Disposa Safe Clean Up, DS-091 Disposa Safe Products are
intended to be used for the collection, transportation and disposal of I ml insulin
hypodermic needles and syringes in health care areas, home care environment and
any other area requiring the use of sharps containers for the collection, transportation
and disposal of used I ml insulin hypodermic needles and syringes.

The Fitpack® DS-046 mini fit tube Product is intended to be used for the collection,
transportation and disposal of I ml and 2 ml hypodermic needles and syringes in
health care areas, home care environment and any other area requiring the use of
sharps containers for the collection, transportation and disposal of used I ml and 2 ml
hypodermic needles and syringes.

Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

'a of Anesthesiology, General Hospital,
uon Control, Dental Devices
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